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I. Basis of the report 



With regard to the elements of the international application:* 
| | the international application as originally filed 



the description: 
pages 1-21 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



the claims: 

pages 

pages 

pages 
pages 



, as originally filed 

, as amended (together with any statement) under article 19 
, filed with the demand 



22-24 
the drawings: 



, filed with the letter of 29.11. 2001 



□ 



pages 1-lQ 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



the sequence listing part of the description: 
pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I tne language of a translation furnished for the purposes of international search (under Rule 23. 1(b)). 
I | tne language of publication of the international application (under Rule 48.3(b)). 

I | ^ e 5 5^ Uage ° f the trans,ation farnished for the purposes of international preliminary examination (under Rules 55.2 and/ 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

1 | contained in the international application in written form. 

I | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently famished written sequence listing does not go beyond the disclosure in the 
international aDDlication as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished & 

The amendments have resulted in the cancellation of* 

□ 

the description, pages 
I 1 the claims, Nos. 

□ 



the drawings, sheet/fig 



5. rn ™ s "J*?* bas been esta *>tished as if (some of) the amendments had not been made, since thev have been considered to eo 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2 (c)).** 



Replacement sheets which have been furnished to the receiving Office in response to an imitation under Article 14 are referred 
in this report as "originally filed" and are annexed to this report since thev do not contain amendments (Rules 70 16 
and 70. 17). 

Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 



to 



report. 
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1- Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-12 



1 - 12 



1-1? 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 

The Present invention relates to a test device with a lid- 

sZort a r\ tr T tmen % P ° rti0n m ° Unted ° n the — Peking 
support as a test strip and having means for controlled 

regulation of sample and diluent flow. The test device is 

useful m field tests and bed-side methods, UpeciallJ in 

emergency situations when a rapid result is needed There is 

no need for carrying out pretreatment procedures such as 

coagulation or centrif ugation of whole blood samples. The test 

?he V1C e e xces a s S fTuTd Sf, T'^ ^ ""^ "1-™%^ 
backwash. collecting compartment prevents uncontrolled 

Reference is made to the following documents: 

A) EP 0806666 

B) EP 0323605 

C) EP 0582231 

prioV^et^ ligandS ±n Wh ° le blood witho ^ 

v^™h Se P arat i lon of erythrocytes and other cells from the 
blood is disclosed in document A. Figure 1 shows a test device 
which includes a cell trap covered by a lid (5) havina an 

ent^rror^test^ 6 ^ 9 ^ -t'theToint of 

LL r r y ane°. r Th" 17^ (^in h ™ ilic -mple introduction 

iic L.idp ^i; in tig 1 ls disposed in flniH 

isTn" l n " ith SamPle introd -tio„ mem La„e (3) which 

5, T t aD C ZT C f ati ° f n thS dye -P-gnated Membrane 

c /,t p consl sts of multiple layers of fibre (ses fin-* 

fid: r ? ^ Wl11 P ass through one^or more layers of overlapped 
SSlS mn C ° 1UIT \ n . 5 ' lines 50 "58). The device also incites 
fluid gullys as additional reservoirs for excess liquid 
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Continuation of: v 

bfr e ( 34 9 " 5 ' r d f 1 C ° 1Umn 9 ' 1±ne 17 " 25 > and * vertical 

ho^H h ° Wn) WhlCh extends downward from cover 25 to 

hold dye impregnating membrane 15 in place along slope 33 (see 
column 9, Ime 10-16). The excess fluid remains in the q 

SSbA^r all ° Wed ^ ^ 3bSOrbed b * the ^ ^Pregna'tin^ 



Documents B and C also disclose test devices for solid phase 

and/or T capillary flow of reagents 

and/or sample in the porous solid phase. The devices comprise 

S.'S.t^S? which remove particles of a C ^ 

a^nw'; 1 ^ 6 ' 1 deV±Ce differs f ^m known devices in that it 
flow In ?h , eXC ff S flUid com P a ^ment to be emptied in an even 
- SXCeSS flU±d is * bs ^bed into the test str?o 

and that negative backlash avoided . This is achieved by 



the position o r f thTT n 9> f ° r SSCUri ^ * nd fi *- g 

forms an excess fluid Ti' ^ Md includi ^ - bar which 
pretreatment layer In ^1^7 7TT*X ^ the 
sample and diluent flow is obtained C ° ntr ° lled regulation of 



Thus, the claimed invention 
compared to prior art. 
Therefore, claims 1-12 
inventive step. 



implies an improved effect 
are novel and considered to involve an 
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Claims : 



1. A lid-provided backing support for a test device for 
performing assays without separate pretreatment of the 
sample, comprising a pretreating system mounted on the backing 
support (1) and covered and protected by a lid (2) with an 
aperture (3) in a lid-portion, said pretreatment system having 
one or more layers (4) horizontally stapled on each other and 
assembled in a capillary flow connection with a test strip 
(5), characterized in that said lid and the 
lid-portion of said lid-provided backing support is provided 
with means (7, 8 and 9) of different sizes and heights for 
securing and fixing the positions of the layers of the 
pretreatment system, said means comprising taps (7) supporting 
the pretreatment layers (4) , preventing the layers (4) from 
lying directly on the lid-provided backing support (l) and 
forcing the sample solution and diluent to pass through the 
pretreatment layers (4) in predetermined order before entering 
into the test strip (5) , side wall protrusions providing 
flanking supports (8) preventing the pretreatment layers from 
moving backwards or in side direction, and bars (9) , which can 
be of different heights and sizes, which fix the pretreatment 
layers and act as fastening and supporting means for the 
pretreatment layers (4.1) and (4.2) and the test strip (5), 
and at least one bar (9.4), which forms a compartment (6) 
which allows excess sample solution and diluent to be 
collected behind the pretreatment layers and negative backwash 
effects to be avoided, and said compartment (6) to be emptied 
by controlled and even flow by capillary forces of the sample 
and diluent through each layer in predetermined order and 
subsequently into and along the test strip (5) . 

2. The lid-provided backing support according to claim 1, 
characterized in that the flanking support 
preventing the pretreatment layers from moving backwards (8.1) 
is placed in the rear end of the lid-portion of the 
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lid-provided backing support (1) and assists in the formation 
of the compartment (6) for excess liquid. 

3. The lid-provided backing support according to claim 1, 
characterized in that the flanking supports 
(8.2) preventing the pretreatment layers from moving in side 
directions simultaneously force the sample solution and 
diluent to move through the layers in predetermined order and 
prevent them from passing outside the layers along the backing 
support . 

4. The lid-provided backing support according to claim 1, 
characterized in that the means for securing and 
fixing the pretreatment layers comprises at least one toothed 
bar (9.3), which secures the connection between the 
pretreatment layer and the conjugate pad (B) of the test 
strip . 



5. The lid-provided backing support according to claim 1, 
characterized in that the pretreatment system 
comprises one or more layers (4) providing physical and/ 
chemical means for pretreating the sample. 



or 



6. The lid-provided backing support according to claim 5, 
characterized in that the physical means for 
separating and/or removing components from the sample solution 
are provided by filter layers with variable thickness and 
size. 

7. The lid-provided backing support according to claim 5, 
characterized in that the physical means for 
separating and/or removing components from the sample solution 
comprise one or more filter layers having shaped pores with 
different diameters on each side of the filter layer. 

8. The lid-provided backing support according to claim 1, 
characterized in that the chemical means for 
treating the sample solution comprise buffering, ionic 
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strength regulating, agglutinating, disrupting, extracting 
immunocapturing, immunocatalytic , coagulating and/or lytic 
agents as well as catalyzators , labels, markers, enzymes, 
substrates and/or reagents. 

9- A method for carrying out a rapid bed-side or field test 
with the lid-provided backing support according to any of 
claims 1-8, which lid-provided backing support comprises 
pretreatment layers and a test strip, characteri- 
zed in that it comprises the steps 

(a) adding a liquid sample through the aperture (3) in the lid 
(2) placed on the pretreatment layers of the lid-provided 

backing support; 

(b) adding a diluent, which is capable of redissolving from 
the pretreatment layers the reagents impregnated therein- 
nuxmg the sample with redissolved reagents and driving the 
sample and reagent mixture through the pretreatment layers 
whereby particles are captured and interfering substances are 
removed in a controlled manner; 

(c) collecting the excess liquid in the compartment (6) to 
enable a controlled and even flow through the pretreatment 
layers into the test strip (5); and 

(d) recording the visible or readable result in the test 
strip . 

10. The use of the lid-provided backing support for a test 
device according to any of claims 1 to 8 for assessing 
ferritin from blood. . 

11. The use of the lid-provided backing support for a test 
device according to any of claims 1 to 8 for screening the 
risk of developing iron deficiency anemia. 



12 



The use of the lid-provided backing support for a test 
device according to any of claims 1 to 8 for screening 
presence of environmental contaminants. 
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Claims : 



1. A test device for performing assays without separate 
pretreatment of the sample, characterized in 
that the test device is provided with a pretreating system 
mounted on a backing support (1) and covered and protected by 
a lid (2) with an aperture (3) , said pretreatment system 
having one or more layers (4) horizontally stapled on each 
other and assembled in a capillary flow connection with a test 
strip (5) , said lid and the lid-portion of the backing support 
being provided with means (7, 8 and 9) for securing and fixing 
the position of the layers in the pretreatment system, said 
means forming an excess fluid collecting compartment (6) , 
enabling a controlled and even flow by capillary forces of the 
sample and diluent through each layer in a predetermined order 
and subsequently into the test strip (5) . 

2. The test device according to claim 1, characte- 
rized in that the means for securing and fixing the 
layers of the pretreatment system comprises taps (7) , flanking 
supports (8) and bars (9) of different heights and sizes. 

3. The test device according to claim 2, characte- 
rized in that the taps (7) supporting the pretreatment 
layers (4) prevent the layers (4) from lying directly on the 
backing support (1) and force the sample solution and diluent 
to pass through the pretreatment layers (4) in predetermined 
order before entering into the test strip (5) . 

4. The test device according to claim 2, characte- 
rized in that it comprises wall protrusions providing 
flanking supports (8) preventing the pretreatment layers from 
moving backwards or in side direction. 

5. The test device according to claim 4, characte- 
rized in that the flanking support preventing the 
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pretreatment layers from moving backwards (8.1) is placed in 
the rear end of the lid-portion of the backing support (1) and 
assists in the formation of the compartment (6) for excess 
liquid. 

6. The test device according to claim 4, characte- 
rized in that the flanking supports (8.2) preventing the 
pretreatment layers from moving in side directions simulta- 
neously force the sample solution and diluent to move through 
the layers in predetermined order and prevent them from 
passing outside the layers along the backing support. 

7. The test device according to claim 2, characte- 
rized in that the means for securing and fixing the 
pretreatment layers comprises in the lid and lid-portion of 
the backing support the bars (9) , which fix the filtering 
layers and acts as fastening and supporting means for the 
pretreatment layers (4.1) and (4.2) and the test strip (5). 

8. The test device according to claim 7, characte- 
rized in that the means for securing and fixing the 
pretreatment layers comprises in the lid-portion of the 
backing support at least one bar (9.4), which forms the 
compartment (6) for collecting excess sample solution and 
diluent . 

9. The test device according to claim 7, characte- 
rized in that the means for securing and fixing the 
pretreatment layers comprises at least one toothed bar (9.3), 
which secures the connection between the pretreatment layer 
and the conjugate pad (B) of the test strip. 

10. The test device according to claim 1, characte- 
rized in that the pretreatment system comprises one or 
more layers (4) providing physical and/or chemical means for 
pretrea'ting the sample. 
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11. The test device according to claim 1, characte- 
rized in that the physical means for separating and/or 
removing components from the sample solution are provided by 
filter layers with variable thickness and size. 

12. The test device according to claim 1, characte- 
rized in that the physical means for separating and/or 
removing components from the sample solution by one or more 
filter layers having shaped pores with different diameters on 
each side of the filter layer. 

13. The test device according to claim 1, characte- 
rized in that the chemical means for treating the sample 
solution comprise buffering, ionic strength regulating, agglu- 
tinating, disrupting, extracting, immunocapturing, immuno- 
catalytic, coagulating and/or lytic agents as well as catalyza- 
tors, labels, markers, enzymes, substrates and/or reagents. 

14. A method for carrying out a rapid bed-side or field test 
without separate pretreatment of the sample, characte- 
rized in that it comprises the steps 

(a) adding a liquid sample through the aperture (3) in the lid 
(2) placed on the backing support (1) of the test device; 

(b) adding a diluent, which is capable of redissolving from 
the pretreatment layers the reagents impregnated therein; 
mixing the sample with redissolved reagents and driving the 
sample and reagent mixture through the pretreatment layers, 
whereby particles are captured and interfering substances are 
removed in a controlled manner; 

(c) collecting the excess liquid in the compartment (6) to 
enable a controlled and even flow through the pretreatment 
layers into the test strip (5) ; and 

(d) recording the visible or readable result in the test 
strip . 

15. The use of the test device according to any of claims 1 
to 12 for assessing ferritin from blood. 
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16 . The use of the test device according to any of claims 1 
to 12 for screening the risk of developing iron deficiency 
anemia . 

17. The use of the test device according to any of claims 1 
to 12 for screening presence of environmental contaminants. 
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